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DETAILED ACTION 

Receipt of Applicant's remarks dated 2/26/2008 is acknowledged. 
Status of Claims: 

3. Claims 47-67 were withdrawn form consideration. 

4. Claims 1-46 are under current examination. 

Claim Rejections - 35 USC § 112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

In view of Applicant's arguments, the rejection of claim 4 under 35 U.S.C. 112, second 

paragraph, as being indefinite for failing to particularly point out and distinctly claim the subject 

matter which applicant regards as the invention is hereby withdrawn.. 

Double Patenting 

In view of abandoning application serial number 10/763299, the rejection of claims 1-8, 10-11, 
15- 16, 20-26 as being provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable overclaims 1-34 of Application No. 10/763299 is herein 
withdrawn. 

Claim Rejections - 35 USC §102 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



Claims 1-3, 5-9, 16, 20-22, 27-29, 31-35, 41-42, and 46 are rejected under 35 
U.S.C. 102(a,e) as being anticipated by Percel et al. US 6451345 (Percel). 
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Percel teaches taste-masked coated particles (microcapsules) comprising linezolid 
(abstract). The microcapsules comprise sorbitol, and guar gum, microcrystalline cellulose which 
are recited in the instant claims as a viscosity enhancing substance (example 6), it may also 
comprise sucrose and lactose, which are mono- and disaccharides (col. 4, lines 20+). The 
particles are coacervated (abstract, col. 1, lines 46+, and claim 1). The coating is a methacrylic 
acid-methylmethacrylate copolymer or methacrylic acid-ethylacrylate copolymer (claim 8), or 
ethylcellulose (claims 5 and 8). The composition also includes sweeteners, and flavoring agents 
(claim 23). Instant claim 27 requires the microcapsules of linezolid suspended in an aqueous 
solution. Percel teaches that the contents of the Linezolid unit dose containers are suspended in 
an aqueous medium prior to oral administration to pediatric and geriatric patients (abstract) and 
the formulation may comprise sodium lauryl sulfate (a surfactant) see col. 4, lines 6+. 

Giving the core comprising an oxazolidinone and polymer film coating that applicant 
recites in claims 1 and 27 the broadest reasonable interpretation, Percel's particles comprising 
linezolid which is coated with the same polymer will read on it though Percel does not disclose 
literally a core. Also the recitation of "non-diarrheogenic amount" in instant claim 1 does not limit 
the claim since the art knows where the non- diarrheogenic amount starts. Further, it is not the 
desire of any person skilled in the art to cause diarrhea to a patient as a side effect since it can 
be avoided. 
Conclusion: 

Claims 1-3, 5-9, 16, 20-22, 27-29, 31-35, 41-42, and 46 are anticipated by Percel. 

Claim Rejections - 35 USC §103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

3. This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-46 are rejected under 35 U.S.C. 103(a) as being unpatentable over Percel et 
al. US 6451345 (Percel) in view of Sparks et al. US 5,354,556 (Sparks) and further in view of 
Tarn etal. US 6495154 (Tarn). 

Percel has been discussed above. Percel also teaches that the coating materials 
account for approximately 30 to 60% of the composition by weight, though instant claim 4 
recites at least 80% polymer film coating, it would have been obvious to one of ordinary skill in 
the art to adjust the coating percentage to achieve a specific release profile. The reference also 
teaches that the sugar content overlaps with range recited in instant claims 12 and 13 (see 
examples 5 and 6, table 1) 
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Percel did not disclose the particle size of 50 micron to 600 micron, and the percentages 
of ingredients recited in the instant claims. 

Sparks teaches a controlled release powder containing microparticles, which can be 
readily formulated in liquid form (Col. 1, lines 44-46). The microparticles have an average 
particle size of from 0.1 to 125 micron (Col. 1, lines 59-60). The microparticles contain an active 
ingredient that may not be entirely coated by the non-toxic polymer (Col. 22, lines 10-21, claim 
1). The powder can be "suspended in a liquid vehicle and will maintain its sustained release 
characteristics for a useful period of time. These dispersions or suspensions have both chemical 
stability and stability in terms of dissolution rate" (Col. 3, lines 21-25). Sparks also teaches 
polymers of acrylic and methacrylic acids (Col. 3, lines 35-36). The use of xanthan gum as a 
thickening agent to increase the viscosity is taught (Col. 6, lines 51-53). The oral suspensions 
using the polymer coated active ingredient masks the unpleasant taste (Col. 8, lines 24-26). 
Antibiotic suspensions are included in the preferred suspensions (Col. 8, lines 31-35). This 
reference also teaches "controlled release antibiotic formulations substantially free from the 
taste of the antibiotic for pharmaceutical or veterinary use" (Col. 1 , lines 61-68). Sugar is used 
as the taste-masking compound (Col. 22, lines 42- 44, claim 6). Water as a suitable liquid for 
the suspension is taught (Col. 6, lines 48-49). Sparks also teaches Particles prepared according 
to Example 1 were suspended in a sugar solution in water 66% (example 1 1 ), this amount reads 
on the amount recited in instant claim 12. Claim 13 requires an amount between 45-55%, 
however, adjusting the amount of a specific ingredient is within the skills of an artisan and 
depends on the need of the specific ingredient in the formulation. Also the ratio recited in claim 
14 and percentages recited in claim 19 are obvious to people of ordinary skill in the art absent 
showing of unexpected results. Sparks also teaches an excipient used in association with the 
active ingredient will frequently have an active role to play following administration. For 
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example, the excipient may be a surface-active agent which facilitates the transport of water into 
the particles (col. 7, lines 28+). Though instant claims requires the surfactant for the coating and 
not with the active agent, however, it is noted that a person of ordinary skill in the art would be 
motivated to include it in the coating to achieve the same purpose of facilitating the transport of 
water into the particles of the active agent inside the coating. 

It would have been obvious to one of ordinary skill in the art at the time the invention was 
made to adjust the amounts of the ingredients disclosed by Percel because once a method of 
using a compound is known it is within the skill of a person of ordinary skill in the art to 
determine the optimum amounts to use and the optimum end points in using the compound and 
follow the particle size disclosed by Sparks because Sparks teaches that the micro-particles 
invented can have a predetermined release of active ingredient (abstract). 

Neither Percel nor Sparks teaches the use of fructose. 

Tarn provides a method wherein a pharmaceutical formulation is administered orally. 
The formulation comprises Taste-masking agents, i.e., flavorants, are used to disguise a bitter 
or undesirable taste of a component and/or impart a pleasant flavor to a pharmaceutical 
preparation. Particularly preferred taste-masking agents include sugars (e.g., glucose, sucrose, 
fructose and sorbitol). Accordingly, the art knew fructose as an equivalent to sucrose and 
sorbitol and it is not considered novel to use such sugar in the art. Note also that high fructose 
corn syrup is well known in the art as a taste masking product (col. 11, lines 42+). 

It would have been obvious to one of ordinary skill in the art at the time the invention was 
made to use fructose as taste masking ingredient for the microparticles recited by Percel that 
has the particles size disclosed by Sparks which has an unacceptable taste because fructose is 
known in the art as an equivalent to other sugars that are used for the same reason. The 
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expected result would be a dose or more of linezolid that is coated with a polymer and is taste 
masked. 

Response to Arguments 

Applicant's arguments filed 2/26/2008 have been fully considered but they are not 
persuasive. Applicant argues that: 

• Applicants' invention relates to coated oxazolidinone particles contained in a formulation 
which includes "mixture of sugars, comprising sorbitol and at least one other sugar." 
Unexpectedly Applicants have found that this mixture of sugars suppresses the solubility of the 
oxazolidinone, thereby enhancing the taste masking provided by the coated particles. The 
mixture of sugars including sorbitol is not disclosed in Percel, and accordingly it is respectfully 
submitted that Percel el al. does not antic/pate Applicants' invention. Reconsideration of and 
withdrawal of this rejection is respectfully solicited. 

To respond: Percel teaches taste-masked coated particles (microcapsules) comprising 
linezolid (abstract). The microcapsules comprise sorbitol, and guar gum, microcrystalline 
cellulose which are recited in the instant claims as a viscosity enhancing substance. The 
reference also teaches the use of sucrose and lactose. Note that unexpected results of masking 
the taste claimed by Applicant would not overcome anticipation under 35 U.S.C. §102 because 
the same composition of the prior art would inherently have been capable of so performing. 
Note also that Percel claims the same function of taste-masked coated particles. 

• Clearly, because of the emphasis on "on demand" administration, Tarn et al. is referring 
to compositions which release their drug component quickly so that it is effective in achieving 
the desired result. The sugars disclosed in Tarn et al. as carriers and taste masking agents 
would not have the effect of suppressing the solubility of the active drug ingredient, because this 
would not be consistent with on demand dosing. Accordingly, Tarn et al. does not disclose the 
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suppression of solubility by the combination of sorbitol and another sugar. Quite clearly, the 
combination of Tarn et al. and Percel et al. do not disclose a key feature of Applicants' invention. 
To respond: Tarn is relied upon for using fructose, the intent of use of the Tarn's composition 
as "on demand" is not helping or damaging the rejection since the reference shows that fructose 
is known in the art as an equivalent to other sugars that are used for taste-masking. 

• Sparks et al. do not provide a teaching of the effect of a mixture of sorbitol and another 
sugar in suppressing the solubility of a drug. It is respectfully submitted that the combination of 
Sparks et al., Tarn et al. and Percel et al. does not provide for a teaching of the beneficial effect 
achieved by the combination of sorbitol and another sugar. Accordingly, these three references 
alone or together do not disclose Applicants' invention. Reconsideration of and withdrawal of 
this rejection is respectfully solicited. 

To respond: Sparks is relied upon for teaching the particle size of 50 micron to 600 micron, and 
the percentages of ingredients recited in the instant claims. 

In response to applicant's argument that Percel et al., Sparks et al., and Tarn et al. alone or 
together do not disclose Applicants' invention and do not provide the specific teaching of the 
effect of a mixture of sorbitol and another sugar in suppressing the solubility of a drug, it is noted 
that instant claims does not recite any improvement of solubility of a drug. However, if Applicant 
meant the suppressing the taste of the drug, the fact that applicant has recognized another 
advantage which would flow naturally from following the suggestion of the prior art cannot be 
the basis for patentability when the differences would otherwise be obvious. See Ex parte 
Obiaya, 227 USPQ 58, 60 (Bd. Pat. App. & Inter. 1985). 

Conclusion 

1 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy as 
set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 
of this final action. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to NABILA G. EBRAHIM whose telephone number is (571)272-8151. The 
examiner can normally be reached on 8:00AM-5:00PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571-272-0616. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Nabila G Ebrahim/ 



/Michael G. Hartley/ 
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